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Dockets Management Branch (HFA-305)
Food and Drug Administration

5630 Fishers Lane, room 1061

Rockville, Maryland 20852

Re:  Docket No. 98N-0339
Public Meetings on Section 406(b) of the FDA Modernization Act of 1997

Dear Sir or Madam:

The Medical Device Manufacturers Association (MDMA), a national trade association
representing 130 manufacturers of therapeutic and diagnostic medical technologies, appreciates
this opportunity to comment upon the Food and Drug Administration’s (FDA’s) initial step
toward developing a plan to comply with the mandates set for the agency by section 406(b) of the
FDA Modernization Act of 1997 (FDAMA).

MDMA applauds the agency for maintaining its dedication to consulting with its constituents
frankly and cooperatively, and the association and its members trust that this spirit will continue
to imbue the implementation of FDAMA. Moreover, we hope that this collaboration between the
agency, its regulated industries, health professionals, and patients will result in further policy
modifications that might go beyond the letter of FDAMA yet would still share the spirit of that
landmark law. The FDA and its constituents -- most prominently the American public -- should
consider FDAMA to be the first step in a series of improvements that will prepare the agency to
meet our shared objectives in the promising century to come.

Turning to the questions on which the FDA has asked commenters to focus, MDMA will address
each in turn.

(1) What can FDA do to improve its explanation of the Agency's submission review
processes, and make explanations more available to product sponsors and other interested
parties?

Through FDAMA, Congtess clearly sought to promote greater interaction between product
sponsors and the FDA, particularly in the premarket approval (PMA) process. The agency
should follow this direction toward improved responsiveness to sponsor inquires for all
categories of device submissions, not just PMAs. Specifically, MDMA urges the agency to apply
to 510(k) submissions the ideals espoused by these FDAMA directives.
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To clarify the agency’s processes for all categories and classes of medical devices, the Center for
Devices and Radiological Health (CDRH) should publish a description of its internal device-
evaluation protocols, including descriptions of how branch chiefs, division chiefs, and other
Office of Device Evaluation personnel are generally involved in the review of product
submissions. The protocols should be available on the FDA’s World Wide Web site and for
automated facsimile retrieval.

The FDA should also promote the availability of Device Advice, the self-service Internet-based
information resource developed by the Division of Small Manufacturers Assistance (DSMA).
Furthermore, the agency should encourage and empower DSMA to reach out to smaller
manufacturers by holding outside-the-Beltway seminars on device submission requirements and
other relevant topics. Smaller manufacturers have limited human and financial resources and
often cannot afford to send their professional staff to Washington or Rockville for workshops.
MDMA would be pleased to work with DSMA toward the development of programs that could
be held in locations that are more accessible for smaller companies.

(2) How can the Agency maximize the availability and clarity of information concerning
new products?

The agency could maximize the availability and clarity of new-product information by publishing
information about recently cleared or approved products in a special section of the FDA’s World
Wide Web site. The listing could also include “hyperlinks” to each respective manufacturer’s
Web site. Just as the FDA’s Web site is serving as a clearinghouse for information on the “year
2000” compliance of medical products, the agency’s site could serve as the national repository
for information on the latest innovations in medical technology.

MDMA trusts the agency will maximize the availability of information on new uses for existing
products by fully implementing section 401 of FDAMA, which allows manufacturers to
distribute peer-reviewed journal articles and related information about product uses that are not
included in an approved product’s labeling.

Finally, the agency should not over-react to the growth of product information on the Internet.
FDA should allow all manufacturers to post information about their products on their World
Wide Web sites. The FDA should certainly watch how the Internet is being used to promote
products, but should not act too hastily or with preconceived notions to regulate this medium.

(3) How can FDA work with its partners to ensure that products -- domestic and foreign --
produced and marketed by the regulated industry are of high quality and provide
necessary consumer protection; and how can FDA best establish and sustain an effective,
timely, and science-based postmarketing surveillance system for reporting, monitoring,
evaluating, and correcting problems associated with use/consumption of FDA-regulated
products?

The regulatory burden on medical device manufacturers should always appropriately correspond
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to the benefits that accrue from such regulations to the public health. Striking the appropriate
balance between costs and benefits should be the goal of FDA’s postmarketing surveillance
program. For example, sections 211 and 212 of FDAMA, addressing device tracking and
postmarketing surveillance, repealed the FDA’s mandatory obligations in these areas and gave
the agency discretionary authority to apply these controls. If the FDA uses its discretion wisely,
the agency will be able to direct its limited resources toward watching those devices for which
failure would likely result in significant harm to the patient.

The FDA should also move aggressively to implement a “sentinel” system for the reporting of
deaths and injuries that may have been caused by misused or faulty products. While the
establishment of such a system will require the allocation of significant up-front resources to the
project, a well-run and well-analyzed “sentinel” system would be more efficient for the agency,
should reduce costs for healthcare facilities, and could save millions of dollars in patient
hospitalization costs and productivity losses.

(4) What approach should FDA use to ensure an appropriate scientific infrastructure with
continued access to scientific and technical expertise needed to meet its statutory
obligations and strengthen its science-based decision-making process?

The FDA needs adequate access to scientific and technical expertise to fulfill its obligations to
the American people. However, this expertise does not have to be part of the agency’s intramural
infrastructure. By leveraging the resources of the scientific and technical experts outside the
FDA, the agency can meet its statutory obligations and strengthen its science-based decision-
making process without hiring scores of additional scientists. In MDMA'’s view, Congress sent
this message to the agency through the FDAMA provisions on contracting and third-party
review.

As an example, the federal government decades ago decided not to create a gigantic federal
biomedical research enterprise, and instead chose to build a public-private partnership between
the government and the nation’s universities, medical schools, and teaching hospitals. Today,
most of the funds appropriated to the National Institutes of Health (NIH) are spent in support of
the biomedical and health services research conducted at universities and academic medical
centers. The amount of intramural research conducted by NIH employees pales in comparison to
the amount of high-quality extramural research carried out “under contract” to the NIH.

(5) What do you believe FDA should do to adequately meet the demands that are beginning
to burden the application review process, especially for non-user fee products, so that it can
meet its statutory obligations to achieve timely product reviews?

(6) What suggestions do you have for the Agency to eliminate backlogs in the review
process?

To meet its statutory obligations to achieve timely product reviews and to eliminate backlogs in
the review process, the FDA should focus its resources on its statutory obligations, and not on
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other unilateral initiatives such as regulating tobacco. The agency should also take advantage of
the tools provided by Congress through FDAMA, such as the authority to accredit third parties to
review device submissions, to exempt additional class II devices from the 510(k) process, and to
recognize self-certification of a device’s conformance to national and international standards.

Once again, thank you for the opportunity to comment upon the FDA’s initial step toward
developing a plan to comply with the mandates set for the agency by the FDA Modernization
Act.

Very sincerely yours,

Stephen J. Northrup
Executive Director



FedEx. s Airbil « 803696869533 5 0210  Recipients Copy

m ress Package Service Packagesunder 1561s.  UChollcopmimentmay
edEx Priority Overnight D FedEx Standard Overnight

{Next business maming) (Next business afternoon}

D FedEx First Overnight

(Earliest next business morning delivery to sefect lacations) {Higher rates apply)

: £
Sender's ‘::)-"? e kL, 4 6‘ ‘o 0 /,“,,4 TYAA } 1 prone | 202) 496-7500 FedEx 2Day D FedEx Express Saver

Name (Secand business day) {Third business day)
FedEx Letter Rate nat aveilable. Minimum charge: One pound rate.

company _ MCKENNA AND CUNED LLP % m Express Freight Service Packages over 150 ibs. Delery comiment mey
S D FedEx Overnight Freight D FedEx 2Day Freight D FedEx Express Saver Freight

¥

. (Next business day) [8econd business day) {Up to 3 business days)
Address 4200 K ST NW ST E 1 OO i\ (Call for delivery schedule. See hack for detailed descriptions of freight services.)
Lt Dept/Fioor/Suite/Room E:‘
' Packaging edEx FedEx FedEx FedEx Olher

oy _WASHINGTON swe DC_ zp_ 20006 [ LIRS CIEe (R
. Dec!ared value hmnSSD .
- B Your internal Billing Reference Information ] Special Handling (‘One boxmzr\:;:hv:nked

Does this shipment contain dangerous goods?* @( DYes e DYES D“""“ﬁ""

' L] IIJ]r‘IXc': 50N 1645 CAD Cargo Aircraft Only

i  HEA- | .
¢ Tl beds Mapt Kb “30gual 501720 3443 b
Paym

[:] Ubtam Recipient
FedEx Account No.

Company EAG L nl ’i ) r.u-‘ i ¥ (f A A \‘%\/& N oA Bl f AGender Dﬁecmlenf DThnrdParly [:]CredrtCard DCash/

} D Check here section 1 will be billed) (Em.ab(ﬂ(x account ne. o Credil Card no he)aw)
S4 Fsbes Le 1O G 1 pmitenee CRB enba 2 '
E; h i ~
Address 20 she/s Lan€ | room fours hasse sl e ﬁuwwwm Qhwg@wu
{To "HOLD" at FedEx location, print FedEx address here} Dept/Hoor/Suite/Room ‘ ~,‘ \ ‘1‘,, 3 $1 g‘\ ' ', ‘ - ‘l % L’:’ L,’ 3 )3 H,)J
.l " -t -'. N

City Q [ SR L( Nt l [ State m 2P ? o ? § ) Total Packages Tml We|ght Total Declared Value™ Total Charges

For HOI.D at FedEx Locatlon check here For Saturday Delivery check here $ 00

(Nat available at all locations} (Extra Charge. Not available to all locations) “When dect o Figher than §100 " . Icigomal ch Soe SERVICE ~
D ‘;'i?'si”?!’s‘i‘i%ilﬁ‘n‘f;m; D ‘a‘?.?é'éé"s'i'z"éa‘yeﬁﬁff”""" et Lﬁ?‘r’?ﬁ’éﬁ'ﬁ’éﬁi o g CONDIIONS, DECLARED VROUE. AN LI OF ABILITY st an o oo e Credit Card Auth.

B Release Signature : -
Your signature authorizes Federal Express to defiver this ship-
ment without obtaining a signature and agrees to indemnify
and hold harmless Federal Express from any resulting claims. 3 E D
N WCSL 1297
. Questions? fov,Date 10/37
Call 1-800-Go-FedEx (300)463-3339 otmai
. PRINTED INUS A

004351680 7

b

R —— —. AP T SR ST e | e St e | SRR AT T ———" | At TN et SRS e ot o, e er i




